MEDICAL PRACTICE GUIDELINES: IS COOKBOOK MEDICINE HERE?
by WILLIAM J. OETGEN, COL, MC, USAR*and MARY JO WILEY, R.N., J.D.

After a 74 year old woman died in lllinois of breast cancer, her husband and the executor of her estate
brought a suit that claimed medical malpractice on the part of one of her tidtterplaintiffs specifically

alleged that the physician had violated the standard of care when he failed to recommend or order a screening
mammogram for the patient during the three years prior to the diagnosis of her breast cancer when he
served as her general physician. Medical experts for both sides based their testimony regarding whether th
standard of care was breached on guidelines established by the American Cancer Society (ACS), the National
Cancer Institute, the American Medical Association (AMA) and the American College of Physicians. The
defendant argued that the ACS guidelines, as well as recommendations made by other medical organization:
were only “signposts” to assist an internist in practice and were clearly not the “standard of care.”

In lllinois, the standard jury instruction states “the only way the jury may decide whether a defendant
possessed and applied the knowledge and used the skill and care which the law required of him is from expert
testimony (and) (or) evidence of professional standards of codBecause the experts disagreed as to the
impact of the various guidelines, the trial court exercised its discretion and excluded them as evidence of
professional standards. A state appellate court reversed that decision and remanded the case for a new tri
The court declared that the guidelines, although contested, should be admitted as evidence of professiona
standards. In summary, a jury would have to hear all the arguments and determine the weight to be grante
the evidence. In the context of thislegal decision, some physicians may view practice guidelines as the self:
created noose by which they hang themselves in court.

During the second presidential debate in October 1992, candidate Bill Clinton said, “I've recommended that our
doctors be given a set of national practice guidelines and that if they follow those guidelines, that raises the
presumption that they didn’'t do anything wrong.” Thus, the concept of medical practice guidelines, or practice
parameters, as the AMA prefers, was added to the political porridge.

What are practice guidelines? How are they developed? What are the legal implications of practice guidelines?
How will they affect medical practice now and in the future? These are questions posed by physicians with
increasing frequency.

Practice guidelines are defined as “systematically developed statements of recommendation for patient
management to assist practitioner and patient decisions about appropriate health care for specific clinical
circumstances® The AMA has embraced the concept of practice guidelines, and, in 1989, its Office of
Quality Assurance and Medical Review began publishin@iteetory of Practice Parameters: Titles,
Sources, and UpdatésThis title identified 700 published practice guidelines in all fields of medicine. The
1994 edition of thd®irectory contains over 1500 references, identifies 240 recently published guidelines and
another 310 in development. Practice guidelines are not written to last forever, and Dieed@®y also

lists 150 guidelines that have been recently withdrawn by their sponsoring organizations. In addition, the
names and addresses of 69 sponsoring organizations which have supported the development and publicatic
of the guidelines are also referenced. These organizations span a range of medical specialty societies, fror
the American Association of Neurological Surgeons through the American Society of Colon and Rectal
Surgeons. Further, they include government agencies such as the National Institutes of Health, and the Federa
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Agency for Health Care Policy and Research, philanthropic organizations such as the National Kidney
Foundation, and private research firms such as the RAND Corporation.

Dr. David Eddy of Duke University has noted that practice guidelines are not new phenomena and that many
textbooks of medicine are full of them under the “treatment” rubkies.notes that many have become
“grandmotherly” adages; to treat frostbite, for instance, the physician is advised, “freeze in January, operate
in July.”® What is novel is that practice guidelines are being used today not as suggestions to practitioners
but as benchmarks for regulatory activities, such as utilization review, quality assurance, credentialing, cost
containment, and malpractice litigation.

A driving impetus to formalize and publish officially sanctioned practice guidelines occurred in the mid 1980’s and
resulted from the confluence of three forces. The predominant force was the rising cost of health care tc
the federal government. Diagnosis related group payment had been successfully applied to Medicare hospital
expenditures. The fastest growing component of the federal health care bill then became physician payment:
under Medicare. Congress developed a keen interest in scrutinizing physician services for medical necessit)
and effectiveness and held provider reimbursement in the balance.

Secondly, an increasing awareness of medical outcomes research had begun to influence health care polic
debates. In the early 1970’s Dr. John Wennberg from Dartmouth Medical School documented substantial geo-
graphic variations in the rates of surgical procedures, which occurred in spite of the presence of nearly
homogeneous populations. In one of the earliest studies, the rate of tonsillectomy varied from 13 per 10,000
residents in one Vermont community to 151 per 10,000 in ariother.

Subsequently, researches began to construe statistically significant elevations in surgical rates as potentiz
indicia of inappropriate surgery, and studies were designed to test clinical appropriateness of treatments. In &
1987 RAND Corporation study of Medicare patients, 17% of coronary angiography, 17% of upper gastrointes-
tinal tract endoscopies, and 32% of carotid endarterectomies, adjudged by predetermined selection criteria, were
considered inappropriate treatm&mthe issue of inappropriate care became the third force driving govern-
mental interest in clinical practice guidelines.

With potential reimbursement and public determination of appropriate clinical care at stake, many medical
specialty organizations quickly realized an interest in publishing clinical practice guidelines. This was a new
endeavor for some, but for others, such as the American College of Cardiology, this was a continuation of
activities commenced years earlier.

Congress formalized the process on the federal level in 1989 when it established the Agency for Health Care
Policy and Research (AHCPR). The stated purpose of the agency is to enhance the quality, appropriatenes
and effectiveness of health care services, and access to such services, through the establishment of a bro
base of scientific research and through the promotion of improvements in clinical practice and in the
organization, financing and delivery of health senicdhe AHCPR is part of the United States Public Health
Service and functions at the same administrative level as the Center for Disease Control and the Nationa
Institutes of Health. A component of its mission is the development and promotion of clinical practice guidelines.

The AHCPR has published several practice guidelines. The first was published in March 1992 and dealt with

postoperative pain management. It was published in three forms: a definitive scientific paper, a reference
summary for physicians, and a patient pamphlet. Reaction by providers and the public appeared quite
favorable, as with the next two federal guidelines, devoted to urinary incontinence and decubitus ulcers. The
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following two guidelines, regarding the evaluation and treatment of cataracts and mental depression, however,
stimulated some controversy. For instance, optometrists complained about the conclusion of the cataract pane
that postoperative care be performed only by operating ophthalmic surgeons, and psychologists strongly
objected to medication-oriented therapies favored by the depression gdfideline.

State legislatures have also passed laws dealing with practice guidelines and their implethbfitatesota

and Washington have enacted health care reform legislation that created commissions to develop anc
promulgate practice guidelines to minimize unnecessary and ineffective care. Florida’s statute specifically
addresses the issue of cost effectiveness as well as the quality'6Maasdand’'s new health care reform
package establishes a multidisciplinary commission, including three physicians, to research and develop
practice guidelines.

The medical community has often voiced strong reservations about the publication of practice guidelines,
especially with regard to their legal implications. Physicians’ greatest fear is that a technical deviation from
a guideline will be construed as negligepee se conclusive evidence alone, or “by itself’, of legally
substandard care.

No jurisdiction has permitted a deviation from a practice guideline to be equated with conclusive evidence
of malpractice. Some jurisdictions, such as lllinois, will permit the admission of a relevant guideline as one
piece of evidence but not as the definitive evidence of applicable standards of care.

Most often, those jurisdictions also insist that the published guidelines cannot be introduced in the form of
documented evidence alone. They compel the presence of an expert witness to introduce the guidelines t
the judge or jury, to substantiate their authenticity and their relevance, to explain their contents, and to be
subjected to potential cross examination. Further, defendants retain their rights to present evidence that th
proffered guidelines were irrelevant to the clinical circumstances, that any deviation whatsoever had occurred,
or that the reasonable practice of medicine embraced the care as rendered, regardless of the guidelines
any technical deviation.

The idea that adhering to practice guidelines could provide a shield against liability in malpractice cases has
helped overcome some physicians’ antipathy toward their publication.

Maine, in its Medical Liability Demonstration Project (the Project), is currently experimenting with giving
conclusive effect to practice guidelines for the defense of malpractice %ldihes Project initially funded

the development of practice parameters or guidelines in four medical specialties: obstetrics and gynecology,
radiology, emergency medicine and anesthesiology. State legislation gives those guidelines the force and effec
of law. The rationale of the Project is that “practice guidelines provide a means of using health care
resources more efficiently, discouraging the practice of defensive medicine, improving the quality of medical
care, reducing the incidence of iatrogenic harm, and rationalizing medical malpractice litigalibe.”
guidelines published to date are literally checklists, almost like recipes for appropriate medical care. They
have been in effect since 1991. What would have once been abhorrent to some physicians has becorn
tolerable, even desirable, in Maine, because the legislature has created a nearly irresistible incentive fol
physicians-malpractice immunity.

In a medical malpractice action against a physician participating in the Project, only the physician may

introduce the practice guidelines into evidence. As an affirmative defense, the physician must then prove
compliance with the guideline. Once the guideline is introduced, the plaintiff may offer rebuttal evidence to
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support noncompliance. If the jury concludes that the practice rendered complied with the published guideline,
the physician cannot be found liable for malpractice. While some physicians remain dissatisfied with the
cookbook nature of Maine’s guidelines, few quarrel about the obvious benefit of liability protection.

Similar to Maine, legislation in Minnesota cites adherence to approved practice guidelines as an absolute
defense to malpractice charges, allowing physicians to employ them to support a defense of care rendere
within standards but prohibiting their use by plaintiffs to evince substandattfcBlarida included liability
protection in its clinical guideline statute as an effort to reduce the expense of defensive medical®practices.
Maryland specifically prohibits either plaintiff or defendant from citing practice guidelines in malpractice
cases, while the state of Washington specifically encourages the use of guidelines as evidence in medics
liability cases. At the national level, no legislation exists that links practice guideline adherence to protection
against claims of negligence.

Empirical evidence that clinicians are applying practice guidelines to patient care is sparse. Despite the
growing interest in practice guidelines at the policy level, it appears that only half of physicians use the
guidelines available with any regularity. In 1994, Ameerican Medical Association Newsported that
hospital-based specialists were more likely to use guidelines than office-based géhefhlestdVA News

also reported that an American College of Physicians survey, scheduled for publication in January 1996, has
found a generally favorable reaction by physicians to guidelines. Two-thirds of the internists surveyed
considered guidelines convenient sources of advice and good educational tools. A similar proportion agreec
that guidelines could improve the quality of care. Only one-fourth objected to guidelines because they
represented “cookbook” medicine, and a slightly smaller proportion objected to them on the grounds of their
reducing physician autonomy. Less than one-fifth of those surveyed thought that guidelines would reduce
malpractice suits.

Practice guidelines are now a familiar fixture on the American medical scene. Their theoretical ability to
improve quality of care, reduce inappropriate care, minimize differences in geographic usage, and limit

malpractice exposure has captured the imaginations of candidates, legislators, policy makers and quality
reviewers. Clinicians expected to apply them have been cautiously slower with their embrace.

REFERENCES

1. Kramer v. Milner 639 N.E.2d 157 (lll. 1994).
2. IPI Civil 3d.N0.105.01 (3d Ed. 1990)

3. Institute of Medicine. Clinical Practice Guidelines: Directions for a New Program. Washington, DC:
National Academy Press; 1990.

4. Office of Quality Assurance and Medical Review, American Medical Association. Directory of Practice
Parameters: Titles, Sources, and Updates. Chicago, IL: American Medical Association; 1994.

5 Eddy DM. Clinical decision making: From theory to practice. Practice policies—What are they?
JAMA. 1990; 263: 877-878, 880.

4 FILE 96



MEDICAL PRACTICE GUIDELINES, contd

6.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

Berkow R, Fletcher A. The Merck Manual of Diagnosis and Therapy, 15th ed., Rahway NJ: Merck
Sharp & Dohme Research Laboratories: 1987.

Wennberg J. Dealing with medical practice variation: A proposal for action. Health Aff. 1984; 3: 6.
Chassin MR, Kosecoff &t al The Appropriateness of Use of Selected Medical and Surgical Pro-
cedures and its Relationship to Geographic Variations in Their Use. Ann Arbor, Mich: Health Administra-
tion Press; 1989.

42. U.S.C. § 299.

Leary, “Doctors Urged to Look for Signs of Depression”, NY Times, Apr. 21,1993, at C12.

Oberman, “States Race to Whip up Practice Guidelines; Too Many Cooks?” Am. Med. News, Oct.
4, 1993, at 1.

FLA. STAT. ANN 8§ 145.65 (west 1995).
MD. HEALTH-GEN. CODE ANN. 8§ 19-1602 (West 1995).
ME. REV. STAT. ANN. TIT. 24, 8§ 2971-79 (West Supp. 1994).

Kuc GW. Practice parameters as a shield against physician liability. J. Contemp. Health Law & Policy.
1994; 10: 439.

MINN. STAT. ANN. 8 145.65 (West 1995).

Hyams ALet al Practice guidelines and malpractice litigation: a two way street. Ann Intern Med
1995; 122: 450-455.

FLA. STAT. ANN. 8 408.02 (West 1995).

Oberman, “AMA Panel on Guidelines Sorts Good from Misguided”, Am. Med. News, Jan. 10, 1994,
atl.

FILE 96 5



